
In Triplication of 
FRANK D. MARCUM 



fBeketNb. 1177-001 



K\ IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Patent 



GAU 1614 



Serial No.: 10/686,918 



Examiner Unknown 



Filed: October 16, 2003 : 

For: COMPOSITION AND METHOD FOR TREATMENT AND PREVENTION OF 
TRAUMATIC SYNOVITIS AND DAMAGE TO ARTICULAR CARTILAGE 



Commissioner of Patents 
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Alexandria, VA 22313-1450 

Dear Sir: 

Pursuant to 37 C.F.R. § 1.102(d) and M.P.E.P. § 708.02 I & II Applicant hereby 
respectfully files this "Petition to Make Special" for the above-styled application. Pursuant 
to 37 C.F.R. § 1.102(d) and M.P.E.P. § 708.02 (A), the Commissioner is hereby authorized 
to debt Deposit Account Number 19-4430 for the $1 30.00 petition fee pursuant to 37 C.F.R. 
§1.1 7(h). A fee sheet authorizing the Commissioner to debt the referenced deposit account 
is submitted herewith. 

In the above-styled application, a set of claims is pending in which Applicant believes 
is directed to a single invention. However, in accordance with M.P.E.P. § 708.02 VIII (B), 
should the Office determine that an election/restriction requirement is necessary, the 
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Applicant is willing to comply with the established telephone restriction practice. 

Pursuant to M.P.E.P. § 708.02 (C), a copy of the International Search Report issued 
from the ISA/US and mailed on August 6, 2004, for the corresponding PCT Application No. 
PCT/US03/32555 (International Publication Number WO 2004/034980 A3) is being 
submitted concurrently herewith as Exhibit 4 to the Declaration in support of this Petition to 
Make Special executed by the applicant/inventor which is attached to this Petition as Exhibit 
A. In addition, pursuant to a conversation with the Examiner, Mr. Everett White, on October 
26, 2004, the submission of the International Search Report is believed to satisfy the 
requirements of M.P.E.P. § 708.02(C). However, in the abundance of caution, Applicant 
submits herewith an Information Disclosure Statement (IDS) (attached to this Petition as 
Exhibit B) which includes: 1) the reference cited in the International Search Report; 2) 
certain references cited in the background of the above-styled application; 3)certain 
references cited in the background of the reference cited by the Examiner; and 4) references 
that were otherwise known to Applicant. These references are deemed to be the most closely 
related references to the subject matter encompassed by the claims that are known to 
Applicant and are submitted in accordance with M.P.E.P. § 708.02 VIII (D) and 37 C.F.R. 
§ 1.56. A detailed discussion of the references which points out how the claimed subject 
matter is patentable over the references is submitted with the IDS pursuant to M.P.E.P. § 
708.02 VIII (E). Consideration of these references and making the same of record in the 
instant application is respectfully requested. 
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In Addition, attached hereto as Exhibit C is a "Preliminary Amendment" which is 
being submitted to correct inadverdent typographical errors in the specification and also to 
more distinctly and clearly set forth Applicant's claimed invention, in particular, to clarify 
that certain of the compositions of the invention are specially formulated for intra-articular 
or other parenteral use. The amendment to the claims, as set forth in the Preliminary 
Amendment (Exhibit C), is believed to clearly and distinctly claim Applicant's patentable 
invention and distinguish over the art of record without question, thereby placing the 
application in condition for allowance. 

Applicant respectfully files this Petition to Make Special and requests a grant of 
expedited review for the above-styled application pursuant to M.P.E.P. §§ 708.02 1 & II . In 
particular, the above-styled invention is actively being infringed upon under M.P.E.P. § 
708.02 II and Applicant has identified prospective manufacturers for the invention, with 
sufficient capital that will not manufacture the new drug compositions in quantity for FDA 
approval unless certain that the patent will issue under M.P.E.P. § 708.02 I. 

The Declaration (Exhibit A) 

The Declaration In Support of this Petition to Make Special executed by the 
Applicant/Inventor, Dr. Frank Marcum, (attached hereto as Exhibit A) clearly establishes 
proper grounds for expedited review under M.P.E.P. §§ 708.02 I & II. In particular, the 
Declaration establishes that there is an infringing device or product, namely a composition, 
actually on the market, which infringes one or more of the claims of the above-styled 
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application. The Applicant has made a rigid comparison of the alleged infringing product 
(composition) and in his opinion, some of the claims of the above-styled application are 
unquestionably infringed. 

In particular, attached to the Declaration as Exhibit 1 are three sequential black and 
white photographs showing a vial of Applicant's composition with the label affixed thereto. 
Applicant's composition is currently being compounded on an as needed basis pursuant to 
a valid prescription by Cornerstone Pharmacy & Compounding Laboratory. The prescription 
number, R004868 and Applicant's name, Frank Marcum D.V.M., as the prescribing 
veterinarian, are clearly visible on the label shown of the specimen of Applicant's 
composition. The listed ingredients of Applicant's composition are clearly visible, namely, 
N-Acetyl-D Gulcosamine, Chondroitin Sulfate and Hyalyuronate Acid. The vial is also 
clearly marked "Patent Pending." 

Attached to the Declaration as Exhibit 2 are three sequential black and white 
photographs showing a vial of the infringing composition and the label affixed thereto. The 
infringing composition is produced by Wedgewood Pharmacy and the label clearly indicates 
that the listed ingredients of the infringing composition are the same as for Applicant's 
composition, namely N-Acetyl-D Gulcosamine, Chondroitin and Hyalyuronic Acid. 
Attached as Exhibit 3 to the Declaration are color photographs of Applicant's composition 
and of the infringing composition. Thus, the infringing composition clearly has the same 
ingredients as Applicant's composition and infringes one or more claims of Applicant's 
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patent application and is believed to satisfy the infringement requirements of M.P.E.P. § 
708.02 II. A grant of this petition is, therefore, respectfully requested. 

Pursuant to M.P.E.P. § 708.02 I, Applicant has identified prospective manufacturers 
for his products produced in accordance with the invention. In particular, in the Declaration 
Applicant states that his composition is currently being sold as a compounded product on a 
prescription by prescription basis and is not currently being manufactured in quantity. 
Applicant has identified ArthroDynamic Technologies, LLC, a Kentucky corporation, as 
prospective manufacturer of certain of the compositions embodied by the above-styled 
application, namely for compositions suitable for use as a medical device manufactured in 
accordance with FDA requirements and Good Manufacturing Practices (GMP). The 
prospective manufacturer possesses sufficient capital and facilities, or access to facilities on 
a contract basis, which will be made available if a patent is granted. The prospective 
manufacturer is not obligated to manufacture the medical device composition in quantity 
unless certain the patent will be granted on the above-styled application. The prospective 
manufacturer has obligated itself to manufacture the invention in the United States or its 
possessions, in quantity immediately upon the allowance of claims or issuance of a patent 
which will protect the investment of capital and facilities. Thus, Applicant's identification 
of a prospective manufacturer for the medical device compositions is believed to satisfy the 
manufacturer requirements of M.P.E.P. § 708.02 1 and a grant of this petition is respectfully 
requested. 
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In addition, as stated by the Applicant in his Declaration, ArthroDynamic 
Technologies, LLC in conjunction with Bioniche Life Sciences, Inc, a Canadian Corporation 
with subsidiary corporations in the United States, have been identified as prospective 
manufacturers of certain compositions embodied in the above-styled application that are 
intended for use as drugs for human and animal use. These drug formulations will require 
FDA approval and, therefore, require an investment of significant capital and other resources. 
The prospective manufacturers possess sufficient capital and facilities, or access to facilities 
on a contract basis, which will be made available if a patent is granted. The prospective 
manufacturers will not manufacture the new drug compositions for FDA approval unless 
certain the patent will be granted on the above-styled application. The prospective 
manufacturers have obligated themselves to manufacture the invention in the United States 
or its possessions, in quantity sufficient for FDA approval immediately upon the allowance 
of claims or issuance of a patent which will protect the investment of capital and facilities. 
Thus, Applicant's identification of a prospective manufacturers for the human and animal 
drug compositions of the invention is believed to satisfy the manufacturer requirements of 
M.P.E.P. § 708.02 I and a grant of this petition is respectfully requested. 

Related Matters 

No additional fee is believed to be due at this time, however, the Commissioner is 
hereby authorized to debit Deposit Account Number 19-4430 for any additional fees deemed 
to be due or issue a credit for any overpayment thereof. The Examiner is encouraged to 
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contact the undersigned attorney directly if such contact will enhance the granting of this 
Petition to Make Special and otherwise enhance the efficient prosecution of the application 
to issue. 

Respectfully submitted, 

STOCKWELL & ASSOCIATES, PLLC 

J.W. Seanor, D.V.M. 
Registration No. 40,804 

247 North Broadway 
Lexington, KY 40507 
(859) 223-3400 
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deposited with the United States Postal Service 
as Regular Mail in an envelope addressed to: 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, Virginia 22313-1450, 
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FRANK D. MARCUM 
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Filed: October 16, 2003 



GAU 1614 
Examiner Unknown 



For: COMPOSITION AND METHOD FOR TREATMENT AND PREVENTION OF 
TRAUMATIC SYNOVITIS AND DAMAGE TO ARTICULAR CARTILAGE 



DECLARATION UNDER 37 C.F.R. § 1.68 IN SUPPORT OF PETITIONTO 
MAKE SPECIAL PURSUANT TO 37 C.F.R. § 1.102 & M.P.E.P. § 708.02 



I FRANK D. MARCUM declare as follows: 

1 . I make this affidavit from my own personal knowledge. 

2. All Statements made herein are made based upon my own personal knowledge and 
are true. 

3. I am the inventor of the above-styled patent application. 

Infringement Under M.P.E.P. § 708.02 II 

4. There is an infringing device or product, namely a composition, actually on the 
market, which infringes one or more of the claims of the above-styled application. 

5. A rigid comparison of the alleged infringing composition has been made by me and, 
in my opinion, some of the claims of the above-styled application are unquestionably 
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infringed. 

6. Attached hereto as Exhibit 1 are three sequential black and white photographs 
showing a vial of my composition and the label affixed thereto. My composition is 
currently being compounded on an as needed basis pursuant to a valid prescription by 
Cornerstone Pharmacy & Compounding Laboratory. The prescription number, 
R004868 and my name, Frank Marcum D.V.M., as the prescribing veterinarian, are 
clearly visible on the label shown of the specimen of my composition. The 
composition is compounded under the trade name POLYGLYCAN™ Which is also 
clearly visible on the label. The listed ingredients of the composition are clearly 
visible, namely, N-Acetyl-D Gulcosamine, Chondroitin Sulfate and Hyalyuronate 
Acid. The vial is also clearly marked "Patent Pending." 

7. Attached hereto as Exhibit 2 are three sequential black and white photographs 
showing a vial of the infringing composition and the label affixed thereto. The 
infringing composition is produced by Wedgewood Pharmacy and the label clearly 
indicates that the listed ingredients of the infringing composition are the same as for 
my composition, namely N-Acetyl-D Gulcosamine, Chondroitin and Hyalyuronic 
Acid. 

8. Attached hereto as Exhibit 3 are color photographs of my composition and of the 
infringing composition. As set forth in paragraph 7 above, the infringing composition 
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clearly has the same ingredients as my composition and infringes one or more claims 

of my patent application. 

Manufacture Under M.P.E.P. § 708,02 I 

9. My composition is currently being sold as a compounded product on a prescription 
by prescription basis and is not currently being manufactured in quantity. 
ArthroDynamic Technologies, LLC, a Kentucky corporation, has been identified as 
prospective manufacturer of certain of the compositions embodied by the above-styled 
application, namely as a medical device manufactured in accordance with FDA 
requirements and Good Manufacturing Practices (GMP). The prospective 
manufacturer possesses sufficient capital and facilities, or access to facilities on a 
contract basis, which will be made available if a patent is granted. The prospective 
manufacturer is not obligated to manufacture the medical device composition in 
quantity unless certain the patent will be granted on the above-styled application. The 
prospective manufacturer has obligated itself to manufacture the invention in the 
United States or its possessions, in quantity immediately upon the allowance of claims 
or issuance of a patent which will protect the investment of capital and facilities. 

10. Likewise, ArthroDynamic Technologies, LLC in conjunction with Bioniche Life 
Sciences, Inc, a Canadian Corporation with subsidiary corporations in the United 
States, have been identified as prospective manufacturers of certain compositions 
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embodied in the above-styled application that are intended for use as drugs for human 

and animal use. These drug formulations will require FDA approval and, therefore, 

require an investment of significant capital and other resources. The prospective 

manufacturers possess sufficient capital and facilities, or access to facilities on a 

contract basis, which will be made available if a patent is granted. The prospective 

manufacturers will not manufacture the new drug compositions for FDA approval 

unless certain the patent will be granted on the above-styled application. The 

prospective manufacturers have obligated themselves to manufacture the invention 

in the United States or its possessions, in quantity sufficient for FDA approval 

immediately upon the allowance of claims or issuance of a patent which will protect 

the investment of capital and facilities. 

PCT - International Search Report Under M.PJE.P. § 708.02 VIII (Q 

Submitted herewith as Exhibit 4 is a copy of the International Search Report issued from the 
ISA/US and mailed on August 6, 2004, for my corresponding PCT Application No. 
PCT/US03/32555 (International Publication Number WO 2004/034980 A3). The 
International Search Report searched U.S Classes 514/53, 62 and cites one reference, a 
published U.S. Patent Application to Hammerly (Publication No. US 2001/0046971) 
published on November 29, 2001. For the reasons set forth in the accompanying "Petition 
to Make Special" and Information Disclosure Statement (IDS), it is my belief that the above- 
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styled application and invention is distinguishable over the Hammerly reference and is non- 
obvious and that my invention is patentable. 
12. I have a good knowledge of the pertinent prior art, including the art cited in the 
International Search Report and IDS referenced in paragraph 1 1 above and I believe 
the subject matter of the above-styled application is patentable. 



13. Therefore, because: 1) my invention is actively being infringed upon; and 2) because 
I have identified prospective manufacturers for the invention, with sufficient capital 
that will not manufacture unless certain that the patent will issue, I respectfully 
request a grant of the Petition to Make Special and grant expedited review of the 
above-styled application. 

14. I understand and acknowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under 18 U.S.C. 1001, and that such 
willful false statement may jeopardize the validity of the application or any patent 
issuing therefrom. 
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PATENT COOPERATION TREATY 

From the INTERNATIONAL SEARCHING AUTHORITY 



EXHIBIT 



To: 

J.W. SEANSOR 
STOCKWELL & ASSOCIATES 
861 CORPORATE DRIVE 
SUITE 201 

LEXINGTON, KY 40503 



RECEIVED 

AUG 0 9 2004 

PCJJrocKWEU LAW OFFJCE* 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCTRnle 44.1) 



Date of Mailing 
(day/month/year) 



06 AUG 2004 



Applicant's or agent's file reference 
1177-001 PCT 



FOR FURTHER ACTION See paragraphs 1 and 4 below 



International application No. 
PCT/US03/32555 



International filing date 
{day /month/year) 

16 October 2003 (16.10.2003) 



Applicant 

MARCUM, FRANK D. 



1. EI The applicant is hereby notified that the international search report has been established and is transmitted herewith. 

Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for filing such amendments is normally two months from the date of transmittal of the 
international search report. 

Where? Directly to the International Bureau of WIPO, 34, chemin des Colombettes 
1211 Geneva 20, Switzerland, Facsimile No.: (41-22) 740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 

2. n The applicant is hereby notified that no international search report will be established and that the declaration under 

Article 17(2)(a) to that effect is transmitted herewith. 

3. Q With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

Q the protest together with the decision thereon has been transmitted to the International Bureau together with the 

applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 
[[] no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Reminders 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau. If the 
applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the priority claim, 
must reach the International Bureau as provided in Rules 90 bis A and 90 bis. 3, respectively, before the completion of the technical 
preparations for international publication. . 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority 
date (in some Offices even later); otherwise the applicant must, within 20 months from the priority date, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 19 months. 

See the Annex to Form PCT/IB/301 and, for details about the applicable time limits, Office by Office, see the PCT Applicant's 
Guide, Volume E, National Chapters and the WIPO Internet site. 
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Name and mailing address of the ISA/US 


Authorized officer /I /f / 




Mail Stop PCT, Attn: ISA/US 






Commissioner for Patents 


EVERETT WHITE fP^Jyim^ 




P.O. Box 1450 






Alexandria, Virginia 22313-1450 


Telephone No. (7021^08-1235 ^-^L^ 




Facsimile No. C703)305-3230 





Form PCIYISA/220 (April 2002) 



(See notes on c 



fsheef) 



PATENT COOPERATION TREATY 

PCT 



INTERNATIONAL SEARCH REPORT 
(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
1177-001 PCT 


FOR FURTHER 
ACTION 


see Notification of Transmittal of International Search Report 
(Form PCT/IS A/220) as well as, where applicable, item 5 
below. 


International application No. 
PCT/US03/32555 


International filing date (day/month/year) 
16 October 2003 (16.10.2003) 


(Earliest) Priority Date (day/month/year) 
16 July 2002 (16.07.2002) 



Applicant 

MARCUM, FRANK D. 



This international search report has been prepared by this International Searching Authority and is transmitted to the 
applicant according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of tP**" sheets. 

It is also accompanied by a copy of each prior art document cited in mis report. 



1. Basis of the Report . . 

a. With regard to the language, the international search was carried out on the basis of the international application in tne 

language in which it was filed, unless otherwise indicated under this item. 
[ | the international search was carried out on the basis of a translation of the international application furnished to this 

" Authority (Rule 23. 1(b)). 
b. With regard to any nucleotide and/or amino add sequence disclosed in the international application, the international 
search was carried out on the basis of the sequence listing: 
j j contained in the international application in written form. 
| | filed together with the international application in computer readable form. 
| | . furnished subsequently to this Authority in written form. 
| | furnished subsequently to mis Authority in computer readable form. 

[ | the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
| | the statement that the information recorded in computer readable form is identical to the written sequence listing has 

been furnished. 

2. Certain claims were found unsearchable (See Box I) . 

3. Q Unity of invention is lacking (See Box II). 

4. With regard to the title, 

the text is approved as submitted by the applicant 
| | the text has been established by this Authority to read as follows: 

5. With regard to the abstract, 

the text is approved as submitted by the applicant 
| | the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box m. The applicant 
may, within one month from the date of mailing of this international search report, submit comments to this 
Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. 

□ as suggested by the applicant. □ None of the figures 

j because the applicant failed to suggest a figure. 
| because this figure better characterizes the invention. 



Form PCT/ISA/210 (first sheet) (July 1998) 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US03/32555 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC(7) : A61K 31/715, 31/70 

USCL : 514/53 t 62 
According m International Patent Classification (IPC) or to both nation al classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 514/53, 62 
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